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IN THE UNJTED STATES 
PATENT AND TRADEMARK OFFICE 

In RL* Applic»tioii oi-: Examiner: Mondez. M. 

Applicant: Doyle et al Group Art Unit: 3763 

Attorney Docket: KJ-lOO 

Serial No,; 09/364,343 
Filed: 07/30/99 

For: Wound Irrigaiuiri und Debriding System ^'^C^ 

\ % 

Assistant Commissioner of Patents 

Washington, D.C. 2023) %> 

% 

APPT.ICANTS STATHMENT A l,ONOJ.|.LT MPm ^ 

I, Jacquelyii Doyle, co-appJionnt of ihc above application, have been a praciicina 
rejjJRrcred nurse for i^fk years, spocilically qualified to fmiciion in emergency 
situfltions. such as hospital emergency i-uoms. As a result, I oni especially familiar with 
the wound irrigulion and dcbriding system currently ia use, and the urgent and iong-lell 
need in the mcdical-care community to provide a belter and safer systeii). U is precisely 
this awareness that led myself and co-applicant Kenneth Short lo invent the system 
described and claimed in the »hove-ldentined application, 

The presently available system ofwound irrigation and debriding comprises 
individuiUiy packaged items, i.e., a Sterile field pad; n sterile bowl having a capacity, for 
example, of 1 fi oz; a sterile syringe (60 cc); ojid » 500 cc bottle of saline .solution. These 
items are generally not stored ixjgether as es^eU itidividuttlly can bo used for other medical 
operatioiis. 

When needed, the individual items must be reirluvcU and prepored on site, e.g., in 
the emergency mom of a hospital, in an atnbuUmec, in a helicopter, and the like. The ' 
items ore then opened and placed on the sterile field pad. The bottle of sterile saline 
solution is opened, poured into the now-t^pencd howl and Iheii drawn into the syringe. 

The present system has a number of substantive drawback.*;: 

1 . Securing aiid preparing the system is cumbersome 
and time-ebnaumints. 
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2. Once the various scculcd items arc opened, the syirtcin 
immediately subject to possntble conlamlziation. 

3. The pntcntinl of contamination is even greater When 
the saline solution is poured into the now-opened bowl, 
and then drawn into the syringe, sijice it is subject to 
airborne contaminates falling inlo the bowL 

4. Tho field pad itself, once unsealed^ in also subject to 
cnntomlnailon aft soon as it is opened, j he sfurface on which 

ii is placed could be in an emergency wnrd, a school nurse's office, 
tin accident site, etc. If the pad or snrfacc becomes wet from spillage 
while the solution is beSng poured into the bowl, the entire 
field i$ considei*ed to be contaminated. 



5 Trrigatiofl in the wound itself is cumbersome because both hands 
are u*«HiHieeded, dj^ctnc Ung -c rp thy STrgngTh nrtb ^ ^i ipfiticatefr^ 
to hold the main body of the syringe and the otlusr tu openiM* tlie 
plunger, Tt can make it difficult to control the pressure of the exiting 
aalinu tiolution, The result, if to little, could result in hiclTicjijnl 
cleansing; and, if kjo hard. In further damage to the wound. 

6. Aficr thc^Sp^^Sirtbe syringe must be d1*sposed of in a 
Sharps Diohazard Wa.stc Container, n/tf in ^ny ,^^%^<ti^>i^^^^i^ 
1T^e bottle, with aiiymnainiags^alinc .solution, mu3t be rcseal^^^ ^ 

marked for date and time, aad- hcld"fi^24 la>tii S> Any remaining {AL^ G^f>^>^ 
solution (wtfr could be as much as 250 cc>.u> u]jo dlooaidcd. aJ^U-^ QM^ ^ 

Tho existing sysiora is more fully described in Attachment A. ^ 

A» can be seen, the existing system, functioning under emergency situations, and 
in many environmontA which arc cramped for space and short of personnel, and where 
time is of ilic essence, poses serious problems for the patient and the hcalth-<5are 
professional Further, the potential Tor oontaminaiiou ia inhoroni, 

I he existing system has been long n:^^ii%d by professionals in the iScld ui po«e 
contamination risks, be time-consuming, wasteful, incrcasiiig stress to the medical 
professionals and salbiy and discomfon concerns for the patient, not to mention the cost 
of disposal requirements. 

Applicants have invented a system which solves these problems and fills the long- 
felt need for a S£dcr, more elXicicnl, and Icsi; costJy wotmd irrigation ujiit, To their 
knowledge, no one else has. 



A summary ciT Applicants' syslem is provided in Attachment B. 
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J . The system is one-piece and therefore availabio for 
Immediaie use as it is stoi-ed in one place. 

The system is not sul^ect lo contannuation. as ii does not 
consist of multiple tibms to bo stsparately prepared in 
e«vironmonltt exposed to potential contamination. 

3. 'iTie system is easily used by one person using one hand, 
leaving ihc other hiuid tVee lo deal with the patient. 

4. ilie container portion of the unit can be easily squeefficd 
allowing good volume control over the lluid being dispu'rsed 
This enhances the cleansing process and reduces patient 
dificumfbi't. 

5. The tapered bottle and angled lip (nozzle) allows ii to reach 
din'iBult localion.s with minimal hand rotation. If additional 
saline solution \h required* one ."iimply opens a second unit. 

6. The entire unit, including the sterile pad, may be discarded iuto any 
waste container. TSlu Sharps Biohazard disposal is required. 



Dated: ^^^d^'^ Q"!^ 




^uelyne R. Doyle 
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One each of the following items are required per ireatmem: 



Current Method Of Wound Irrigation 



PREP 




Sterile field pad* 

Sterile bowl, less than 1 quart. 

60 cc syringe. 

500 cc bottle of saline solution. 



Step 1. 



These items are not generally stored together as a kit or package. Tbey are stored in there 
own area of a supply station because each item can be used in several other medical 
fields^ so the first thing you have to do is collect all the items from the store room and 
bring them to the area you will be using them. This takes up valuable staff time, which 
adds to an already hectic pace> prolongs patient discomfort and wastes precious time 
especially in an emergency. 



Step 2, 

Set up sterile field by removing the sterile pad from its packaging, open it up and place it 
in the area you Avill be working. 

Step 3, 

Remove sterile bowl from its packaging and place it on the sterile pad. 
Step 4. 

Open bottle of saline solution and carefully pour it into the bowl. If it spills onto the pad 
the entire field is considered contaminated. The saline solution, however, is now exposed 
to all airborne contaminates and any other debris that can possibly fall into the bowl. 

Step 5. 

Remove the syringe from its packaging. 
Step 6, 

Make sure the syringe plunger is depressed all the way into the main vile of the syringe. 
Place tl£?.Tip of the syringe into the now possibly contaminated bowl of saline solution. 
Pull 6n;the plunger to draw solution into the \ale. This takes two hands and a good deal of 
strength while leaving the patient unattended. This can also be very awkward and 
mes$y(spillage) if you are performing this procedure in an ambulance, helicopter or some 
other type of medical vehicle. 



SET UP 
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IRRIGATE WOUND 
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Step 7. 

Irrigate the wound by pointing the tip of the syringe at the area you wish to cjeanse and 
then depressing the plunger forcing the solution through the tip of the syringp and onto 
the wound. Most times this requires two hands, depending on the size and strength of a 
persons hands. One hand would hold the main body of the syringe while the other 
operated the plunger. This can make it difficult to control the pressure of the pxiting 
saline solution which, if too little, could result in inefficient cleansing or too hard, which 
could cause further damage to the wound and increase a patient's discomfort. It also 
makes it more difficult to reach certain parts of large wounds or areas of the body and 
again leaves the nurse^ doctor or EMT with no means of steadying, supporting or 
manipulating a patient's position to assist in treatment. Therefore a second person maybe 
required to assist in the treatment. This can be difficult in xmderstaffed hospitals or in 
emergency sitxiations. In any event, a patient's discomfort would be prolonged while 
finding an assistant. 

Step 8, 

After the syrmge is empty and if the wound is still not properly cleansed you must repeat 
steps 6 & 7 until it is. The syringe is only 60 cc and ii typically takes 120 to 1 80 cc to 
properly cleanse a wound. Because of the awkwardness of the current method* several 
sterile glove changes may also be required, adding to the inconvenience, time, patient 
discomfort, waste and expense of the procedure. If the wound irrigation is complete go to 
step 9. 



CLEANUP 

Step 9. 

Throw the bowl, sterile field pad and all the packaging waste into any trash container, 
Resea! the bottle of saline solution and mark the date and time on it. It wDl be thrown out 
after 24 hrs. This could mean up to 250 cc of waste per bottle. 

Pull the plunger out of the main body of the syringe, break the tip and throw all parts in to 
a ^'SHARPS BIOHAZ ARD WASTE CONTAINER" 

The procedure is now complete. 



